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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 29 September 2005 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 74-112 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) EI Claim(s) 74-112 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
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1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) O Notice of References Cited (PTO-892) 

2) [J Notice of Draftsperson's Patent Drawing Review (PTO-948) 



3) |_| Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
Paper No(s)/Mail Date . 



4) O Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) " 



Notice of Informal Patent Application (PTO-152) 



6) U Other: 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 01 1 806 



Application/Control Number: 10/058,066 
Art Unit: 1617 



Page 2 



DETAILED ACTION 
Status of the Application 

This Office Action is in response to applicant's arguments filed on 9/29/2005. 
Claims 1-73 have been cancelled. Claims 107-112 have been added. Claims 74, 90 
have been amended. Claims 74-112 are pending and are examined herein. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 74-112 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fishbein (US Patent 6,576,659). 

Fishbein teaches the treatment of wounds, in general, with an effective amount of 
oxandrolone. In particular, is the patient experiencing involuntary weight loss as a result 
of the wound (abstract; col. 3, lines 20-23). Examples of wounds are punctures, 
incisions, excisions, lacerations, abrasions, ulcers and burns (col. 3, lines 51-56). Oral 
(systemic) and topical administrations are taught (col. 3, line 60 to col. 4, line 14). The 
preferred effective amount as disclosed by Fishbein et al. is about 1-100 mg per day 
(col. 4, lines 29-30), encompassing the preferred amounts herein as stated in the 
specification (pg. 14, lines 1-3). 
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Fishbein does not specifically teach the preferred dosage nor does Fishbein 
teach of the specific instances of wound treatment as claimed herein. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to treat the wounds as instantly claimed because Fishbein teaches the 
treatment of wounds in general. Accordingly, absent a showing of unexpected results, 
the skilled artisan would have been motivated to treat each of the individual instances of 
wounds, as herein claimed, because of an expectation of success in treating the various 
species of wounds encompassed by the genus of wounds taught by Fishbein. 

Furthermore, it would have been obvious to one of ordinary skill in the art at the 
time of the invention to treat wounds utilizing the claimed dosages because Fishbein 
teaches the treatment of wounds utilizing oxandrolone in general and it is well 
established that "where the general conditions of a claim are disclosed in the prior art, it 
is not inventive to discover the optimum or workable ranges by routine experimentation." 
In re Allen 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

Response to Arguments 

Applicant's arguments have been fully considered but are found not persuasive. 
Applicant argues that the skilled artisan did not have available to them as assay for 
identifying compounds that increase the expression of procollagen. Examiner 
respectfully points out that the increase of procollagen is an inherent property of 
oxandrolone administration. 
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It is well known in Patent Law that if applicants are claiming a biological pathway 
as the basis for their invention then a mechanism by which the active ingredient gives 
the pharmacological effect does not alter the fact that the compound has been 
previously used to obtain the same pharmacological effects which would result from the 
claimed method. The patient, condition to be treated, and the effect are the same. An 
explanation of why that effect occurs does not make novel or even unobvious the 
treatment of the conditions encompasses by the claims. Furthermore, applicant's 
arguments herein are related to the mechanism of action of an agent in the treatment. 
Note that the mechanism of action of an agent in the treatment, by itself, does not have 
a bearing on the patentability of the invention if the method steps are already known 
even though applicant has proposed or claimed the mechanism. Applicant's recitation 
of a new mechanism of action for the prior art method will not, by itself, distinguish the 
instant claims over the prior art teaching the same or nearly the same method steps. 

"Products of identical chemical composition can not have mutual exclusive 
properties." Any properties exhibited by or benefits from are not given any patentable 
weight over the prior art provided the composition is inherent. A chemical composition 
and its properties are inseparable. Therefore, if the prior art teaches the identical 
chemical structure, the disclosed properties are necessarily present. In re Spada, 91 1 
F.2d 705, 709, 15 USPQ 1655, 1658 (Fed. Cir. 1990). See MPEP 21 12.01. The 
burden is shifted to the applicant to show that the prior art product does not inherently 
possess the same properties as the instantly claimed product. 
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Applicant further argues that those skilled in the art did not even recognize the 
significance of procollagen expression with respect to its effect on wound healing. 
Examiner respectfully points out that Fishbein has disclosed a method of treating 
wounds by administration of oxandrolone, which inherently results in the expression of 
procollagen as discussed above. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong S. Chong whose telephone number is (571)-272- 
8513. The examiner can normally be reached on M-F, 9-6. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, SREENI PADMANABHAN can be reached on (571)-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
(571)-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



